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BMD @ SOLUBLE GENERALINFORMATION

I.

II.

III.

GENERAL INFORMATION

NADA Number: 065-470

Sponsor: Alpharma, Inc.
One Executive Drive
Fort Lee, New Jersey 07024

Generic Name: bacitracin methylene disalicylate soluble powder

Trade Name: BMD@ SOLUBLE

Marketing Status: OTC

Supplement Effect: This supplement provides for the addition of a new species,
growing quail, to be added to the previously approved
product, BMD@ SOLUBLE.

INDICATIONS FOR USE

BMD@ SOLUBLE(bacitracin methylene disalicylate soluble powder) is indicated for the
prevention of ulcerative enteritis in growing quail due to Clostridizim colinum
susceptible to bacitracin methylene disalicylate.

DOSAGE FORM, ROUTE OF ADMINISTRATION AND RECOMMENDED
DOSAGE

A. Dosage Form

BMD@ SOLUBLEis available in foil packets weighing 4.1 oz (1 16.2 g). Each packet
of soluble powder contains 51.2 g bacitracin activity from bacitracin methylene
disalicylate equivalent to 200 g bacitracin activity per pound or to 18,520 units
bacitracin (master standard) per gram.

B. Route of Administration

Oral, via drinking water

C. Recommended Dosage

BMD@ SOLUBLEshould be added to clean drinking water at a concentration of
400 mg/gaHon. The medicated water should be provided continuously as the sole
source of drinking water. Fresh solution should be prepared daily.
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BMD @ SOLUBLE EFFECTIVENESS,ANIMALSAFETV,HUMANSAFETY

IV. EFFECTIVENESS

The effectiveness of 200 g bacitracin methylene disalicylate/ton of feed for the
prevention of ulcerative enteritis in growing quail due to Clostridium colinum
susceptible to bacitracin methylene disalicylate was demonstrated in a
supplemental application to NADA 46-592 which was approved on
February 17, 1989. It has been established in NADA 46-592 and NADA 65-470
that x grams of bacitracin methylene disalicylate/ton of feed is approximately
equivalent to 2Xmg bacitracin methylene disalicylate/gallon of water
(e.g., 400 mg/gal is equivalent to approximately 200 g of feed grade BMD/ton of
feed). As the effectiveness of 200 g bacitracin methylene disalicylate per ton of
feed for the prevention of ulcerative enteritis in growing quail has been
established in the approved supplement to NADA 46-592, additional effectiveness
studies were not required for this supplemental application.

v. ANIMAL SAFETY

Bacitracin methylene disalicylate was approved on February 17, 1989, (NADA 46-592)
for use in the feed of growing quail for the prevention of ulcerative enteritis due to
Clostridium colinum susceptible to bacitracin methylene disalicylate. Based on the
margin of safety (1OXthe recommended dosage) previously documented in the safety
studies summarized for use of this drug in quail feed, additional stiety studies were not
required for this supplemental application.

VI. HUMAN SAFETY

The tolerance for residues of bacitracin in edible uncooked tissues of chickens,
turkeys, and quail has been established as 0.5 ppm under 21 CFR 556.70.

Soluble bacitracin methylene disalicylate is approved for chickens and turkeys at
dosage levels up to 400 mg/gal of drinking water. No withdrawal period is
required. The proposed 400 mg/gal level in quail is restricted to growing birds.

No residues above the tolerance have been observed either at 400 mg/gal use level
or at 2000 mg/gal level when given to chickens or turkeys. Based on this
experience, residues above the tolerance would not be expected in quail, a related
species, when added to the drinking water at 400 mg/gal. Consequently, residue
studies at this dose level were not required for quail, a minor species.
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BMD @ SOLUBLE AGHdCYCONCLUSIONS

VII. AGENCY CONCLUSIONS

The data submitted in support of this NADA supplement satisfi the requirements of
Section 512 of the Federal Food, Drug and Cosmetic Act and 21 CFR Part514 of the
implementing regulations. The data demonstrate that bacitracin methylene
disalicylate, when administered continuously in the drinking water of growing quail at
a concentration of 400 mg/gallon, is safe and effective for the prevention of ulcerative
enteritis due to Clostridium colinum susceptible to bacitracin methylene disalicylate.

The tolerance for residues of bacitracin in edible uncooked tissues of chickens,
turkeys, and quail has been established as 0.5 ppm under 21 CFR 556.70. Soluble
bacitracin methylene disalicylate is approved for chickens and turkeys at dosage
levels up to 400 mg/gal of drinking water, and no withdrawal period is required.
No residues above the tolerance have been observed either at 400 mg/gal use level
or at 2000 mg/gal level when given to chickens or turkeys. Based on this
experience, residues above the tolerance would not be expected in quail, a related
species, when added to the drinking water at 400 mg/gal.

Proper use by lay persons can be expected because the directions are clearly
written and there is reasonable certainty that the conditions of use, including
mixing directions on the label, can and will be followed by the producer. The
agency has concluded that this product can be approved for over-the-counter use.

The agency has determined under 21 CFR 25.33(d)(4) that this action is of a type that
does not individually or cumulatively have a significant impact on the human
environment. Therefore, neither an environmental assessment nor an environmental
impact statement is required.

Under the Center’s supplemental approval policy (21 CFR 514. lo), these
are Category II changes. The approval of these changes is not expected to have
any adverse effect on the safety or effectiveness of this new animal drug and,
therefore, did not require a reevaluation of the human food or target animal safety
data in the parent application.
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BMD @ SOLUBLE APPROVEDLABELING

VIII. APPROVED LABELING

A copy of the draft facsimile labeling is attached to this document.

A. BMD” SOLUBLEFoil Packet Label

B. BMD@SOLUBLEShipper Label
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Follow directions for use and mixing instructions on packet label
CAUTION: Not for human use / for oral use in animals only

Lot no:

Exp.date:

Contents: 50 packets, 4.1 oz (1 16.2 g) each
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Mixing instructions
For Proporkloners
Select the treatment dosage. Set the proportioned at
the desired deliwery rate. To prepare the
propmtioner”s smck sofution, place Ihe indicated
quanhty of ftMD Sokrble in a 2.gallon conlainet, Iill
with water and stir undl dbsolved.
For Tankx
CSnepackage cd BMD Soluble will medicate

appfoxmlalely SO ydlions 01 walel al a dosage 01
1000 mg/gallon.

Proportioner setting
Tmatmmt dmakw

100mg/gal
1 ounceigdton 2 Mtnc*/gdrotr

1/2 pack 1/4 pack
Xx3 m#gala 1 pack 1/2 pack
4C4 (n#gal 1 packs 1 pack
1000 @gal 5 packs 1-111pasks

. 2COntgfgallonisequivalentto aboul 100g 01feed grade IW4DpeI Wrd Iced

Tomnrrd an outbreak.nacl medicational firstdinkal sgns administer continuously as long as ctiKal signs persist

01cksease,Ccmsulta diagnmtu Iaborawy w velerima{tan 10 For prevention of ulcerative ententis in growing quad,
dclcmunethe dagmsis and atie reyardinqthe oplimal administer cocwinuoudy, FOI swine dysen[ery s!art
Icvcl01dfug tuc nemolrcententii io ho!kr duckcw nxsd!cation al fml signs of the clisea~eor JI (me 01
adnumwocotnuwoudy5.7 dap of aslongaschmcalsiqm exposure and admmster cononuously fcu 7 days or urml
wrwl< then feducemeduatwn 10prewmuonlevels
(l W m#yal) $or Ilansmrwtie enleliln in turkep,

signs dysentery dkappear, treatment not to exceed 14 days
CAUTION. Not {o{ use in swine we!ghinymore Ihan 250 lb

Broiler chickens Growing turkeys Swine Growing ouaii Active ingredient ~u~on

An aid m prevention and An ~d in control 01 FIX use in the treatment For the prevention of COItlakTS51.2 g baCillaCir Not for human use..— -----
cmtroi of necrolk

enteritis caused by

Clostridium perfringens
strsceptibte to bacitracin

methylene ckisalicylate

~~ ALPHARMA.hwrulIkakhOwwm

transmissible enteritis of swine dysentery Ukerative enteritis due aclivily [mm bacitl acin For oral casein animafs
(btue comb, mud fever) in associated with to Clostridium colinum methylene dkalicyiate onfy
growing turkeys Treponema equivalent to 200 gsusceptible to b,acltracin bachra& ac~ti(yper
comdicated bv hpdysenteriae.
organisms susceptible to

methylene dtsahcyiate
pound m to IES,520 cmi(s ~~}~~~~~o,s

bacitracin methylene bacikacin (ma$ter

CJisalicylate - slandard) per glans

Ingredients
Net Weight

JIuil qramdaled suoar.
4.1 0Z(116.2 g)

bicalbonak of s&,
petro ag. anti caking Restricted Drug
aaem Use onty as duecled on

Alpharma inc.
.

reverse Jde
One Execulrve CWve. F.xl Lee, New )ersey 07024 AHF-002F 9710

Directions for use

Animal Condition Prevention Control
Broiler chickens Necrotic eruerilis caused by Clostridiumperfringem susceptible to bacitracin 100mglgal 200-400 mg I gal

mehylene dbalicylate,
—

Growing turkeys T1anmissible enlsvi[is (blue comb, mud fever) complicated by organisms 40Q mg /gal
susceptible to bacitracin methylene disalicylale.

Swine Swine dysanlecy (bloody scows) associated with fieponerna fyodyaenteriae, 1000 mg/gal

Growing Quail Ulcerative enteritis due to C/ostridicamcolinum susceptible to 400 ma I oal
bacitracin methylene dlsalicylate
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